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DETAILED ACTION 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions, which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 
In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

The inventions as claimed are classified into following groups: 

I. Claims 47-67drawn to a method of diagnosing a non-central nervous system 
(CNS) disorder and detecting expression of a gene in CNS and comparing gene 
expression profile of Non-CNS disorder and the match indicating the subject has or 
will develop the non CNS-disorder.. 

II. Claims 68-74 drawn to a method of diagnosing a non-central nervous system 
(CNS) disorder and detecting expression of multiple genes in CNS and comparing 
said gene expression profiles of Non-CNS disorder and the match indicating the 
subject has or will develop the non CNS-disorder. 

Ill Claims 75-79 drawn to a method of identifying disease surveillance gene for a 
non-CNS disorder comprising inducing a non-CNS disorder in a test experimental 
animal comparing the gene expression profiles and selecting a disease surveillance 
gene. 

IV. Claims 80-82 drawn to an reference gene expression profile of a mammal 
corresponding to the presence of a non-CNS disorder in a mammal comprising 
expression data of 5 or more genes differentially expressed in CNS and said mammal 
not having a specific non-CNS disorder. 

The inventions listed as Groups I, II and III do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
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corresponding special technical features for the following reasons: a) a prior art of 
record exists regarding a feature linking technical claims correlation of expression 
profile of CNS and Non-CNS expression in diagnosing cancer (For example see 
WO/2000/70340; Petricoin et al., Lancet 2002, 359:572-577; Kaminski et al Proc. 
Natl. Acad. Sci. USA. 2000, 97:1778-1783). The invention as a whole thus lacks 
unity under PCT rule hence a restriction as indicated above is proper. The mode of 
operation, and the effects evaluated in each of the above invention are distinct and 
different from the other. Therefore, a search and examination for the patentability of 
the above inventive groups together would generate an undue search burden on the 
examiner. Because these inventions are distinct for the reasons given above and 
have acquired a separate status in the art because of their recognized divergent 
subject matter, restriction for examination purposes as indicated is proper. 

This application contains claims directed to the following patentably distinct 
species: Should Group I be elected from above, the. 

(a). Applicant is required chose a single species of protein among the proteins 

recited in claim 50 i.e., a hormone or a growth factor or an immune system 

component or a cytokine. 
The species are independent or distinct because they are structurally different. 

(b). Applicant is required chose a single species of a gene product encoded by 
the gene recited in claim 52 i.e., hepatocyte growth factor (HGF) or apherin A3 
or chemokine (C-Cmotif) ligand 4 or growth differentiation factor-9b (GDF-9b) or 
bone morphogenetic protein 15 (BMP 15) or neuroblastoma suppressor of 
tumorigenicity 1 or melanocyte proliferating gene 1 or fibroblast growth factor 22 
(FGF 22). 

The species are independent or distinct because they are structurally different, 
(c). Applicant is required chose a single species of brain cells among the recited 
in claims 54 i.e. the hypothalamus or the midbrain or the prefrontal cortex or 
the striatum. 
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The species are independent or distinct because they are structurally different.and 
involved in different functional aspects of brain. 

(d) . Applicant is required chose a single species of non-CNS disorders among the 
disorders recited in claims 57 i.e., cancer or rheumatoid arthritis or asthama or 
diabetes or obesity. 

The species are independent or distinct because they are clinically and 
etiological^ distinct. 

(e) . Applicant is required chose a single species of carrier gene associated 
disorders among the recited in claims 67 i.e., BRCA1 or BRCA2 or hMSH2 or 
hMLH1 orhMSH6. 

The species are independent or distinct because they are caused by structurally 
distinct genes. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim 
is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

This application contains claims directed to the following patentably distinct 
species: Should Group II be elected from above, the. 
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(a). Applicant is required chose a single species of non-CNS disorders among 
the disorders recited in claims 70 i.e., cancer or rheumatoid arthritis or 
asthama or diabetes or obesity. 
The species are independent or distinct because they are clinically and 
etiological^ distinct. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim 
is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

This application contains claims directed to the following patentably distinct 
species: Should Group III be elected from above, the. 

(a). Applicant is required chose a single species of non-CNS disorders among 
the disorders recited in claims 78 i.e., rheumatoid arthritis or asthama or 
diabetes or obesity. 

The species are independent or distinct because they are clinically and 
etiological^ distinct. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim 
is finally held to be allowable. 
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Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

This application contains claims directed to the following patentably distinct 
species: Should Group IV be elected from above, the. 

(a) . Applicant is required chose a single Figure of gene expression profile among 
the Figures recited in claims 81 i.e., Gene expression profile as in indicated in 
a single figure. 

(b) . Applicant is required chose a single disease with selected 5 genes whose 
expression is profiled among the recited in claims 82 i.e., Breast cancer or 
colon cancer or Lung cancer or Arthritis or Asthama. 

The species are independent or distinct because they are clinically and 
etiological^ distinct diseases and the genes are structurally distinct. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim 
is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim 
is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. If claims are added after the 
election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is advised that the response to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed. Applicant is advised that the reply to this requirement to be complete must 
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include an election of the invention to be examined even though the requirement is 
traversed (37 CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or 
more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by a 
petition under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Kelaginamane Hiriyanna Ph.D., whose 
telephone number is (571) 272-3307. The examiner can normally be reached Monday 
through Friday from 9 AM-5PM. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Joseph Woitach Ph.D., may be reached at 
(571) 272-0739. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. Information regarding the status of an 
application may be obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). When calling 
please have your application serial number or patent number, the type of document you 
are having an image problem with, the number of pages and the specific nature of the 
problem. For all other customer support, please call the USPTO call center (UCC) at 
(800) 786-9199. 

/Robert M Kelly/ 

Primary Examiner, Art Unit 1633 



